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DETAILED ACTION 
Election/Restrictions 

1. Applicant's election of Group III, claims 22-30 in the reply filed on 05/27/2009 is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

2. Claims 1-14, 21, and 31-33 are withdrawn from further consideration pursuant to 
37 CFR 1.142(b) as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Election was made without traverse in the reply filed on 
05/27/2009. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 25 and 29 are rejected under 35 U.S.C. 112, second paragraph, as being 
Indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

5. Claim 25 recites wherein said postnatal tissue is isolated from remote areas of 
the body of the patient, since the term "remote" is a relative term, and therefore the 
scope of the term is unclear. 

6. The term "remote" in claim 25 is a relative term which renders the claim 
indefinite. The term "remote" is not defined by the claim, the specification does not 
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provide a standard for ascertaining tine requisite degree, and one of ordinary skill in the 
art would not be reasonably apprised of the scope of the invention. 

7. Claim 29 recites the limitation "further treated using stem cell technologies," the 
metes and bounds of this phrase are vague and indefinite, the ordinary skilled artisan 
would not be reasonably apprised of the scope of the claimed invention. 

Claim Rejections - 35 USC § 102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

9. Claims 22-23, 25-27, and 29-30 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Boyse et al. (US 5,004,681). 

Claim 22, and those claims dependent therefrom recite the following: 

22. (Original) A method for the preservation of viable postnatal stem and/or progenitor 
cells for use in a method of treatment of a disease or a disorder of a patient, comprising 
the steps of: a) isolating post-natal tissue from a patient comprising stem and/or 
progenitor cells, b) optionally, separating the stem cells and/or progenitor cells from said 
postnatal tissue, and, c) cryopreserving/freezing the tissue of step a) or the cells of step 
b) in a solid support such that said tissue or cells remain(s) viable. 

Applicants describe "post-natal" sampling as wherein said sampling taken after the birth 
of the individual, see the instant specification at page 3, 1^' full % 

10. Boyse et al. describe the isolation of stem and progenitor cells in the blood of 
newborn humans or animal, therefore the isolated cells of this reference are interpreted 
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as reading on the "post-natal" tissue comprising stem and/or progenitor cells according 
to the present invention. 

11. Boyse et al. teach a method for the preservation of fetal and neonatal 
hematopoietic stem and progenitor cells, wherein the cells are cryopreserved. The 
invention also provides the therapeutic use of such stem and progenitor cells upon 
thawing. In particular, the present invention relates to the therapeutic use of fetal or 
neonatal stem cells for hematopoietic (or immune) reconstitution (see abstract). 

12. Claim 25 recites wherein said postnatal tissue is isolated from remote areas of 
the body of the patient, since the term "remote" is a relative term, and therefore the 
scope of the term is unclear, the teachings of Boyse et al. which comprise the isolation 
of hematopoietic stem cells from cord blood or bone marrow, see section 5.1.3.1, is 
interpreted as reading on the claimed invention. 

13. § 6.10.1 of Boyse et al. teach wherein bone marrow is isolated from the femur or 
hip of a patient. (This portion of the reference reads on instant claim 27). 

14. In regards to the handing of the stem cells, after cryopreservation and storage of 
the cells, once the cells are request for use in a method of treatment, the cells are 
withdrawn and tested for viability and microbial contamination, the cells are then 
quantified in terms of stem cell, progenitor cell, and other categories. This aspect of the 
Boyse et al. reference is considered to anticipate instant claim 29 to the extent that it 
teaches that the cells are "further treated using stem cell technologies." 

15. § 6.1 1 .3 of this reference demonstrate the use of stem cells in the reconstitution 
of the hematopoietic system of lethally-irradiated mice, this portion of the reference is 
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interpreted as reading on instant claim 30 to the extent that it teaches wherein the cells 
are "further differentiated." 

Claim Rejections - 35 USC § 103 

1 6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

17. Claims 22-27 and 29-30 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Boyse et al. (US 5,004,681). 

18. The teachings of Boyse et al. as set forth above is incorporated here, however 
this reference does not teach: 

24. (Currently amended) The method according to claim 22, wherein said solid 
support is marked by a barcode. 

19. Boyse et al. teach a method for packaging and labeling cryopreserved stem cells 
in freezing vials and labeling the vials in computer-generated characters. Absent 
evidence to the contrary, it would have been obvious to the ordinary skilled artisan to 
substitute the labeling method described in Boyse et al. with the barcode labeling 
method recited in the instant claims, since the ordinary skilled artisan would have 
recognized that barcode labeling is a functionally equivalent means for labeling via 
computer generated characters. See for example MPEP§ 2144.06 [R-6]. 
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Claim Rejections - 35 USC § 102 

20. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the Invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed In the United States before the Invention by the 
applicant for patent, except that an International application filed under the treaty defined In section 
351 (a) shall have the effects for purposes of this subsection of an application filed In the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

(a) the invention was known or used by others In this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

21. Claims 22-26, and 28-30 are rejected under 35 U.S.C. 102(a or e) as being 
anticipated by Fraser et al. (US 2003/0054331 A1). 

Fraser et al. teach the following at 1| [0002]: 
"[T]he present invention is directed to a population of adipose tissue-derived cells, 
specifically adipose tissue-derived stem and progenitor cells , which are crvopreserved 

for subsequent use and to the therapeutic uses of said cryopreserved cells In a 

preferred embodiment cells that have been crvopreserved and thawed can be used for 
autologous (self) repair, reconstitution, reconstruction, and diagnostic applications. The 
invention also relates to methods for collection, processing, and cryopreservation of the 
stem and progenitor cells and the connective tissue of the invention." (This portion of 
the reference reads on instant claims 22-23. 
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The adipose tissue derived stem and progenitor cells isolated by Fraser et al. are 
non-embryonic or "adult" stem cells, see paragraph [0010- 001 1], this portion of Fraser 
et al. reads on instant claims 25-26 and 28. 

Fraser et al. also teach the application of a client identification barcode label to 
the collection container comprising the sterile tissue containing the stem and progenitor 
cells, see If [0068], this portion of Fraser reads on claim 24. 

Paragraphs [0129] through [0135] of Fraser et al. describe methods of thawing 
and isolation of stem cells from the cryopreserved tissue. This portion of Fraser et al. is 
considered to read on instant claim 29 to the extent that it teaches that the cells are 
"further treated using stem cell technologies." 

Paragraphs [0144] through [0146] describe wherein aliquots of cyropreserved 
cells populations are thawed and assayed for differentiation capacity. It was 
demonstrated that 80.9% of the cells recovered after thawing and had the ability to 
differentiate along adipocytic, osteoblastic, and neuronal lineages. This portion of the 
reference reads on instant claim 30. 

22. Claims 22-23 and 28 are rejected under 35 U.S.C. 1 02(e) as being anticipated by 
Shakhov et al. (US20040151706A1) 

23. Shakhov et al. teach a method wherein bone marrow is withdrawn from the hip 
bone of a patient, see If [0007]. This reference further teaches wherein stem cells are 
harvested for future autologous transplantation in the donor. See paragraph [0038] 
which discloses the following description of the disclosed invention of Shakhov et al.: 
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"[l]n the case of bone marrow extraction, the collection can be performed such as by 
making one or more insertions of a syringe means into the donor's hip or pelvic bone to 
extract bone marrow as the biological specimen containing stem cells. Cryogenic 
preservation generally will be the preservation technique of choice for the harvested 
biological specimen that contains stem cells." 
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24. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Janet L. Epps-Smith whose telephone number is 571- 
272-0757. The examiner can normally be reached on M-F, 10:00 AM through 6:30 PM. 

25. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on 571-272-0739. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

26. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (BBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Janet L. Epps-Smith/ 

Primary Examiner, Art Unit 1633 



